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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing data of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABAN00NE0 (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) !xl Responsive to communication(s) filed on Apr 17, 2003 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 ; 453 O.G. 213. 
Disposition of Claims 

4) B Claim(s) 1-24 is/are pending in the application. 



4a) Of the above, claim(s) 1-12 
5)D Claim(s) 



6)K Claim(s) 13, 14, 16, 17, and 19-24 



7) $ Claim(s) 15 and 18 

8) □ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

1 0) D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) !xl Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

II Ix] Notice of References Cited (PT0-892I 4) □ Interview Summary (PTO-413) Paper No(s). 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-1 52) 

3) O Information Disclosure Statementls) (PTO-1449) Paper No(s). 6) O Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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Election/Restriction 

Applicant's election of group II (claims 13-24, drawn to compounds, pharmaceutical 
compositions and methods of use of compounds embraced by claims 13-18) in Paper No. 3 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed errors 
in the restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 

Claims 1-12 along with subject matter non-elected from claims 13-24 are withdrawn from 
further consideration pursuant to 37 CFR 1.142(b) as being drawn to nonelected subject matter. 

Claim Rejections - 35 USC § 112 

Claims 13, 14, 16, 17 and 19-24 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

i) The phrase "when present" in the definitions of the various "R" groups does not make sense 
because these groups are always present. Deletion is suggested. 

ii) The group "halogen-substituted amino" is unclear. A clarification is requested. 

iii) The term "substituted" without saying which substituents are intended is indefinite. One 
skilled in the art cannot say which substituents are permitted and which ones are not. 

iv) The term "cycloalkyf'is indefinite because it is not known how many atoms make up the ring 
and what kind of a ring is intended (monocyclic, bicyclic, spiro, fused, bridged, saturated, etc.). 
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v) The term "heteroaryl" is indefinite because it is not known how many atoms are present, how 
many and what kind of heteroatoms are involved, what size ring is intended and how many rings 
are present. 

vi) Similarly, "heterocycloalkyl" is not normal nomenclature. Is it a "heterocycle" or is it a 
"heterocycle-alkyl-"? A clarification is required. Also, "heterocyclo" is indefinite because it is 
not known how many atoms make up the ring, which atoms are present and what kind of a ring 
(monocyclic, bicyclic, spiro, fused, bridged, saturated, etc.) is intended. 

vii) In claim 19, it is unclear what is achieved by inhibiting PARP activity in a mammal. It is also 
not known why a given mammal needs inhibiting of PARP activity. How can one say whether a 
given animal needs or does not need inhibiting PARP activity? A clarification is requested. 

Claims 19, 20, 23 and 24 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The method of use claims are drawn to inhibiting PARP activity and thereby treating 
any and all of the diseases recited. Treating all of these diseases using a single drug is not prima 
facie enabled. Some examples follow: 

Treatment of neurodegenerative disorders generally is prima facie not enabled. This is 
because these disorders are not treatable using the same drug due to their difference 
characteristics. For example, Parkinson's disease patients are treated with dopamine agonists 
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and AD patients are treated using acetylcholinesterase inhibitors (albeit not effectively). The 
notion that neurodegenerative problems can be treated generally is contrary to current medical 
understanding. The skill in this art is low relative to the difficulty of the task. There are no known . 
compounds of similar structure which have been demonstrated to treat neurodegenerative 
diseases, such as, Alzheimer's disease. 

The specification does not provide enablement for treating or inhibiting cancer generally. 
No compound has ever been found that can treat cancer generally even though massive efforts 
have been directed towards this end. Since this assertion is contrary to what is known in 
oncology, proof must be provided that this revolutionary assertion has merits. Nearly all 
anticancer drugs are effective against only a limited group of related solid tumors. Therefore, a 
compound effective for treating or inhibiting solid tumors in generally would be a revolutionary 
exception. Applicant is asserting that he succeeded where others have failed. Where extensive 
efforts have all failed, it is reasonable for the Patent and Trademark Office to require proof that 
the claimed invention actually works for this specific utility. It is well established that a utility 
rejection is proper when scope of enablement is not reasonably correlated to the scope of the 
claims. (In re Vaeck 20 USPQ2d 1439, 1444, In re Ferens 163 USPQ 609). 

In re Buting 163 USPQ 689 establishes that even clinical tests showing that a compound 
found to be useful in the treatment of two types of cancers was not sufficient for a much broader 
range. 
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Also, it is presumed in the treatment of the diseases claimed herein there is a way of 
identifying any and all of the diseases which are responsive to the inhibition of PARP. There is 
no evidence of record which would enable the skilled artisan in the identification of the diseases 
treatable with the disorders claimed herein. The quantity of experimentation needed would be an 
undue burden to one skilled in the pharmaceutical arts since there is inadequate guidance given to 
the skilled artisan for the reasons stated above. 

Applicant is advised that should claim 21 be found allowable, claim 22 will be objected 
to under 37 CFR 1.75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same thing, 
despite a slight difference in wording, it is proper after allowing one claim to object to the other 
as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 13, 16 and 17 are rejected under 35 U.S.C. 102(b) as being anticipated by Ames et 
al. (Tetrahedron (1984), 40(10), 1919-25). These claims read on the compound Benzo[c]-l, 5- 
naphtyridin-6(5H)-one (see CAS abstract and structure). 



Claims 15 and 18 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bruck Kifle whose telephone number is (703) 305-4484. 

The fax phone number for this Group is (703) 308-4556 or (703) 305-3592. Any inquiry 
of a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-1235. 



Allowable Subject Matter 



April 24, 2003 




Bruck Kifle ' 
Primary Examiner 
Art Unit 1624 



